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DETAILED ACTION 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-7 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 4, 14 and 15 of U.S. Patent No. 7,037,530. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because US '530 claims a pharmaceutical composition comprising the 
claimed compound as active agent, silicon dioxide, and at least one pharmaceutically 
acceptable excipient, carrier or diluent. US '530 does not recite the amounts of 
ingredients, however, differences in concentration will not support the patentability of 
subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. When the general conditions of a claim are disclosed in the 
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prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation. In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 
Thus, it would have been obvious to one of ordinary skill in the art to, by routine 
experimentation determine a suitable amounts of ingredients to obtain the claimed 
composition, because US '530 recites the use of the same ingredients for the same 
active compound to obtain a similar property, namely, a pharmaceutical composition 
having uniform distribution of the active ingredient and uniform potency. 

Claims 1-7 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1 and 39-46 of copending Application No. 
1 1/302,894. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because application '894 claims a pharmaceutical composition 
comprising the claimed compound as active agent, silicon dioxide, and at least one 
pharmaceutically acceptable excipient, carrier or diluent. The amounts of ingredients 
are found in claim 46. Hence, the present claims anticipate the claims of the co- 
pending application '894. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-7 are rejected under 35 U.S.C. 102(e) as being anticipated by Gierer 
US 2006/0093667 A1. 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1 .131 . 

Gierer discloses a pharmaceutical composition comprising the claimed 
compound in D-tartrate form, lactose, microcrystalline cellulose, croscarmellose sodium, 
silicon dioxide, and magnesium stearate (paragraphs 0013, 0036-0040, 0044, 0047; 
and claims 39-41). 

Claims 1-7 are rejected under 35 U.S.C. 102(e) as being anticipated by Gierer 
US 7,037,530 B2. 

Gierer discloses a composition comprising blend of the claimed compound in D- 
tartrate salt form, lactose, microcrystalline cellulose, croscarmellose sodium, silicon 
dioxide, and magnesium stearate in the claimed amounts (column 5, lines 42 through 
column 6, lines 1-18; columns 7-8; and claims 1-4, 15-27). 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3 and 6 are rejected under 35 U.S.C. 103(a) as being obvious over 
Thompson US 6,436,977 B1. 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1) a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not an 
invention "by another"; (2) a showing of a date of invention for the claimed subject 
matter of the application which corresponds to subject matter disclosed but not claimed 
in the reference, prior to the effective U.S. filing date of the reference under 37 CFR 
1 .131 ; or (3) an oath or declaration under 37 CFR 1 .130 stating that the application and 
reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 
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Thompson teaches a composition comprising the claimed compound in the form 
of tartaric acid addition salt that can be incorporated into tablet or capsule form (column 
1 , lines 6-8, 30-36; and column 2, lines 5-25). The compound is mixed with 
pharmaceutically acceptable excipients including lactose, microcrystalline cellulose, and 
magnesium stearate (column 2, lines 36-61). Thompson also teaches tables are often 
coated with a variety of coating formulation (column 2, lines 62-67). 

Thompson does not teach the amounts of all the ingredients, however, 
differences in concentration will not support the patentability of subject matter 
encompassed by the prior art unless there is evidence indicating such concentration is 
critical. When the general conditions of a claim are disclosed in the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation. In re 
Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Thus, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to, by 
routine experimentation determine a suitable amounts of ingredients to obtain the 
claimed composition, because Thompson teaches the use of similar ingredients for the 
same active compound to obtain a similar property, namely, a pharmaceutical 
composition comprising a low dose of lasofoxifene to obtain a long biological half-life, 
high potency and favorable safety factors. 

Claims 1-7are rejected under 35 U.S.C. 103(a) as being obvious over Chiu et al. 
WO 97/16434, in view of The Science and Practice of Pharmacy (The Remington). 
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Chiu teaches a composition in the form of tablet comprising the claimed 
compound in D-tartrate form, and excipients, (see abstract; and page 6, lines 25 
through page 7, lines 1-10). 

Chiu does not explicitly teach the claimed excipients. The Remington teaches 
tablet comprising well known excipients including lactose, 5-15% microcrystalline 
cellulose (page 1617, 1 st and 2 nd columns), 2-4% croscarmellose, 1% or less silicon 
dioxide as a glidant (page 1619, first column, 1 st and 5 th paragraphs), and 1% or less 
magnesium stearate (page 1618, 2 nd column, 2 nd paragraph). Thus, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to prepare 
an oral dosage form of Chiu using the well-known dosage form excipients in view of the 
teachings of The Remington to obtain the claimed invention, because the Remington 
teaches these well-known excipients provide satisfactory tablet processing 
characteristics and physical characteristics to the finished tablets (page 1617, 1 st 
column, 2 nd and 3 rd paragraphs). 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on Monday through Thursday 6:00 am to 
4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 



Application/Control Number: 10/612,679 



Page 8 



Art Unit: 1615 

number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN pSA OR CANADA) or 571-272-1000. 



S. Tran 
Examiner 
Art Unit 1615 




